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DETAILED ACTION 

The Amendment filed March 9, 20041) in response to the Office Action of September 9, 
2003 is acknowledged and has been entered. Claims 1 , 2, 5-1 5, 17-20 are pending and are 
currently being examined. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office Action. 



Claim Rejections - 35 USC § 103 

The rejection of claims 1, 2, 5-15, 17-20 under 35 U.S.C. 103(a) as being unpatentable 
over Evron et al. (Lancet, April 28. 2001) in view of Sukumar et al. (U.S. Pat. No. 5,763,415), 
Makita et al. (Breast Cancer Research, 1991, IDS), King et al. (JNCI, 1983, IDS), Noguchi et al. 
(American Journal of Pathology 1994), Gross G. (Intervirology 1997) and Androphy (Ciba 
Found. Symposium, 1986) is withdrawn because the Evron et al. reference was published after 
the earliest priority date of the instant invention. 

Claims 1, 2, 5-15, 17-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Love et al. (U.S.Pat. No. 6,221,622, IDS) and Makita et al. (Breast Cancer Research, 1991, IDS) 
in view of Sukumar et al. (U.S. Pat No. 5,763,415), King et al. (JNCI, 1983, IDS), Noguchi et 
al. (American Journal of Pathology 1994), Gross G. (Intervirology 1997) and Androphy (Ciba 
Found. Symposium, 1986). This rejection reinstates the prior 35 U.S.C. 103(a) rejection. 

The instant invention is drawn to a method comprising the steps of obtaining fluid and 
washing fluid fi-om a single breast duct and analyzing the sample for the presence of a viral 
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agent. The viral agent is identified with a viral marker (whole virus, protein or nucleic acid). 
The invention further comprises treating a patient at risk by administering an antiviral agent. 
The antiviral agent can be administered tl^-ough catheter to the breast duct or the agent can be . , 
administered systemically. 

A recitation of the intended use "identifying a patient at risk of developing breast cancer 
or pre-cancer" of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention fi:-om the prior 
art. If the prior art structure is capable of performing the intended use, then it meets the claim. 
In a claim drawn to a process of making, the intended use must result in a manipulative 
difference as compared to the prior art. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re 
Otto, 136 USPQ 458, 459 (CCPA 1963). The term "identifying a patient at risk of developing 
breast cancer or pre-cancer" is being viewed as an intended use which confers no further 
substance to the claim and is given little patentable weight (see In re Pearson, 494 F.2"'^ 1399, 
1403, 181 USPQ 641, 664 (CCPA 1974)). 

Love (U.S. Pat. No. 6,221,622, IDS) teaches a method of obtaining cellular material from 
a single breast duct using a double lumen catheter that allows for the simultaneous insertion and 
withdrawal of fluid fi-om a single duct. The duct washing is used for diagnostics an evaluation 
can be made on a duct-by-duct basis (see summary of invention). The epithelial cells, other cells 
and non cellular material obtained by this method can be examined morphologically, 
histochemically and immunohistochmically for cancer or pre-cancer conditions present in the 
lining of the duct, non-cellular material released into duct can also be examined (see column 3, 
lines 39-46, and claims). The reference teaches the ability to irrigate (introduce fluid) and wash 
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(remove fluid) from a single breast duct and using the martial for the analyses of precursor 
cancer markers. The reference teaches that ducts may be washed multiple times. In addition the 
reference suggest th^^^^^ (column 1, line 53-56). The 

reference does not specifically teach detecting a viral agent, the reference uses terms such as 
cancer or pre-cancer conditions. This broad category encompasses viral agents, which are 
known to be involved in the cancer pathology. 

Applicant's response to the prior rejection using the Love et al. reference was that the 
Love et al. reference was directed to using a double lumen catheter, while the claims now are 
draw to an access tool comprising an "elongated lumen." The prior claim amendment removed 
the phrasing "at least one" from modifying the elongated lumen and applicants' arguments were 
directed that the instantly claimed elongated lumen is a single lumen. However, the claim 
limitation "comprising an elongated lumen" does not narrow the claim a single lumen catheter. 
MPEP 21 1 1 .03 The transitional term "comprising", which is synonymous with "including," 
"containing," or "characterized by," is inclusive or open-ended and does not exclude additional, 
unrecited elements or method steps. See, e.g., Genentech, Inc. v. Chiron Corp., 1 12 F.3d 495, 
501, 42 USPQ2d 1608, 1613 (Fed. Cir. 1997). The Love et al. reference still applies even if the 
claims were limited to a single lumen catheter because the reference teaches the use of a syringe 
to wash the breast duct. The reference teaches that it was known to use a syringe for the purpose 
of introducing fluid and retrieving fluid from the breast duct (see column 2, lines 8-20). A 
reference may be considered for all that it fairly teaches see MPEP 2144.01 "[I]n considering the 
disclosure of a reference, it is proper to take into account not only specific teachings of the 
reference but also the inferences which one skilled in the art would reasonably be expected to 
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draw therefrom." In re Preda, 401 F.2d 825, 826, 159 USPQ 342, 344 (CCPA 1968); In re Boe, 
148 USPQ 507 (CCPA 1966). Although the Love et al. reference teaches that the use of a single 
lumen syringe was not ideal for the purpose of retrieving washing fluid from a breast duct, the 
reference teaches that the single lumen syringe is capable of introducing and removing fluid from 
a breast duct. 

Makita et al. (Breast Cancer Research, 1991, IDS) teaches using duct endoscopy to obtain 
a biopsy sample from a single breast duct, followed by analyzing the sample to see if the 
contains a viral agent, such as papilloma (table 1). The procedure is to first insert a bougie to 
dialate the mammary duct (see Fig. 3), followed by inserting an outer cylinder with a rounded 
inner needle into the duct, the inner needle is removed and the endoscope is inserted. With the 
use of the endoscope the outer cylinder (a 16 gauge Surflo intravenous catheter; an elongated 
lumen) is moved to the location of a lesion. The endoscope is removed and a syringe is attached 
to the outer cylinder (an elongated lumen) and the sample including ductal fluid is aspirated into 
the outer cylinder. The reference establishes that at the time the invention was made it was 
known in the art that papillomavirus is present in the epithelial cells of the breast duct. The 
reference does not teach adding a washing fluid to the duct before retrieving the fluid and 
sample. 

Sukumar et al. (U.S. Pat. No. 5,763,415) teaches the use of cannulation of the breast duct 
to introduce an epithelial cell destroying agent/vector into a breast duct at risk of developing 
solid tumors. The reference does not teach using a virus specific agent. The composition used 
by the reference destroys epithelial cells, which are the cells that are infected by papillomavirus. 
The reference acknowledges the advantage of treating a single duct, which will result in the 
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preservation of the remainder of the breast tissue. The reference estabUshes that at the time the 
invention was made that it v^as know^n in the art to introduce a treatment agent into the breast 
duct. . „ . ^ ^ ^ _ . _ . 

King et al. (JNCI, 1983, IDS) teaches that fluid obtained from nipple aspirate can be used 
to assess the presence of a viral agent, papilloma and papilomatosis (see table 5). The reference 
obtains fluid from multiple ducts and not a single duct. The reference establishes that at the time 
the invention weis made it v^as known in the art that papillomavirus can be detected in fluid 
samples obtained from breast ducts. The reference does not teach infiision of the breast duct 
with antiviral agents after discovering the presence of a viral agent. 

Noguchi et al teach using PCR analysis to determine the presence of papillomavirus in 
the breast duct, hi this reference the samples were obtained from surgical samples and not from 
fluid extractions of the breast. The reference does teach the correlation between multiple 
intraductal papillomavirus lesions and pre-cancerous lesions (see discussion). The reference 
does establish that it was known in the art at the time the invention was made to use the sensitive 
PCR technique to detect papillomavirus in samples. 

Androphy (Ciba Found. Symposium, 1986) teaches the use of interferon for the treatment 
of papillomavirus. Treatment may be giving intralesionally or systemically (see abstract). The 
reference established that is was known in the art at the time the invention was made to treat 
papillomavirus infection with an antiviral agent. 

Gross G (Intervirology) teaches that interferon and other immunotherapies can be used to 
treat papillomavirus infection. The interferon may be administered systemically or topically or 
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intralesionally (see page 370 column 1). The reference established that is was known in the art at 
the time the invention was made to treat papillomavirus infection with an antiviral agent. 

The prior art establishes that it was known to introduce/extract washing fluids using a 
catheter. The prior art established that it was known to introduce therapeutic agents into the 
breast duct directly. It was also known in the prior art that papillomavirus lesion were found in 
the breast duct. Based on what was known in the prior art at the time the invention was made it 
would have been obvious to one of ordinary skill in the art to (1) utilize a duct washing system 
for the diagnosis of the presence of a viral agent in the breast duct and (2) utilize a duct washing 
system for the diagnosis of the presence of a viral agent followed by the introduction of an 
antiviral agent to the patient. One having ordinary skill in the art would have been motivated to 
use the fluid retrieval system of Love et al. which introduces a washing fluid into the breast duct 
and apply it the fluid retrieval and analysis taught in Makita et al. King et al. and Noguchi et al 
each establish that the presence of papillomavirus in the epithelial layers of the breast duct was 
known in the art. Optimizing the diagnostic condition with repeated sample analysis would be 
an obvious step to the ordinary artisan. If the timing of the monitoring step provides an 
unexpected result, Applicant needs to point out what the unexpected results are. Applying a 
therapeutic antiviral agent to the breast duct would be obvious. Sukumar et al. teach the 
introduction of a composition into the breast duct, which destroys the epithelial tissue a primary 
site for papillomavirus infection. Androphy and Gross teach the use of interferon for the 
treatment of papillomavirus, the interferon can be administered directly to the papillomavirus 
lesion or it can be administered systemically. Optimizing the treatment condition would be an 
obvious step to the ordinary artisan. Therefore, taken what was known in the prior art as a whole 
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it would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made to identify the presence of papillomaviiais in a single breast duct and apply 
treatment to the single breast duct. ^ _ . . 



Claim 5 is objected to because of the following informalities: The claim is dependent on 
a canceled claim. Appropriate correction is required. 



No claims allowed. 



Papers related this application maybe submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center. The faxing of 
such papers must conform with the notice published in the Official Gazette, 1096 OG 
(November 15, 1989). The Group 1600 Official Fax number is: (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Tech Center representative whose telephone number is (571)-272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.pov . Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ulrike Winkler, Ph.D. whose telephone number is 571-272-0912. 
The examiner can normally be reached M-F, 8:30 am - 5 pm. The examiner can also be reached 
via email [ulrike.winkler@uspto.gov]. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel, can be reached at 571-272-0902. / y 7 
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